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DETAILED ACTION 

Request of Amendments/Remarks filed on 7/1/05 is acknowledged. Claims 33-43 are pending in 
this application. Claims 8-14, 23, and 26-32 are withdrawn from consideration and claims 1-32 
stand cancelled. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 33-43 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The instant specification has support for three polymer-containing layers as evidenced by 
Figure 1 in the specification. However, the specification and Figure 1 only provides support for a 
system that has two layers with different glass transition temperatures and not three. This is 
evidenced by Figure 1 and page 10. Thus, it appears the recitation "the glass temperature Tgl of 
the polymer of the first layer and the glass transition temperature of the Tg3 of the polymer of 
said third layer are identical or different does not have support since there is only support for the 
first layer and third layer having identical glass temperatures. Therefore, "different" is new 
matter. The examiner notes that in the office action dated 7/2/03 wherein the examiner suggested 
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that the third layer be defined as Tg3, but this suggestion was based on the assumption there was 
support for the amended word "different". 

If applicant contends there is support, the applicant is requested to point to the exact page 
and line of the instant specification. 



Applicant argues that age 9, lines 1-2 and page 10, lines 1-5 provides support for 
different glass transition temperatures. 

Applicant's arguments filed 7/1/05 have been fully considered but they are not 
persuasive. The examiner notes page 9 wherein the specification states that "the layers differ in 
their glass temperature" and acknowledges that applicant has support for two layers that have 
two different glass layers. However, the applicant does not have support for Tg3, let alone the 
third layer having a different glass transition temperature from the other two; this is clearly 
evidenced by the drawings. The drawing and page 10 clearly show a transdermal with three 
polymer layers but only two different glass transition temperature. 



Response to Arguments 
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The examiner points out that in the Office Action of 7/2/03, the examiner indicated that 
the terminology Tg3 should be used if the third layer denoted a different glass temperature from 
the other two layers; however this was suggested assuming applicant could provided support in 
the specification. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 33-43 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Otsuka et al (5,151,271) by itself or in view of Patnode et al (6,063,838). 

Otsuka et al teaches a pressure sensitive adhering composite medicinal preparation to 
provide drug supply to the skin. The composite comprises at least two layers, namely at least 
one pressure-adhering macromolecular layer substance layer and polymer layer adjacent to the 
macromolecular substance layer. See abstract and column 2, lines 1-10. 
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The polymer layer contains a polymer or copolymer that has a glass transition 
temperature (Tg) of not lower than -50 degrees Celsius, preferably -45 to +45. See column 2, 
lines 20-25. This allows an increased degree of diffusion therein of the drug and adjuvant but 
also does not deteriorate the physical strength of the device. The polymer layer may be made of 
methacrylate polymers. See column 2, lines 55-65. 

The macromolecular layer functions to secure the preparation to the skin, be compatible 
with the drug and adjuvant, and allow release of the drug. This layer has pressure sensitive 
polymers with a Tg of -70 to -10 degrees Celsius. This temperature allows increased shape 
holding property, does not cause skin irritation, and does not leave a residue when peeled off. 
See column 3, lines 1-25. The macromolecular layer is made of various monomers including 
methacrylic acid esters. Further, the macromolecular layer contains the drug and adjuvant. 

The examples teach the use of two layers with different glass transition temperatures. For 
instance, example 1 teaches the macromolecular layer containing a drug with a Tg of -55 
degrees C and the polymer layer with a Tg of -13 degrees C. The macromolecular layer is coated 
onto a release liner. The polymer layer is coated onto a polyester film. Note the polyester layer 
reads on the protective layer. Then the polymer film is pressed onto the macromolecular layer. 
Lastly, Otsuka teaches the use of various percutaneous drugs and the combination of two or 
more. See column 5, lines 15-51. 

Although Otsuka suggests more than two polymer layers, the reference does not 
exemplify the third layer. 

However, firstly it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to look to the guidance of Otsuka and incorporate a third polymer 
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containing layer. One would have been motivated to do so since Otsuka teaches that the 
composite should contain at least two layers and in particular at least one macromolecular layer; 
thus suggesting the incorporation of more than one macromolecular layer. Therefore, if a skilled 
artisan followed the suggestion provided by Otsuka and utilized two macromolecular layers, a 
skilled artisan would arrive at the instant invention wherein the invention would have a 
macromolecular layer corresponding to Tgl, a polymer layer corresponding to Tg2, and the 
second macromolecular layer corresponding to Tg3. Additionally, it should be noted that 
polymer layer (Tg2) has a higher temperature than the macromolecular layer as taught by 
Otsuka. Furthermore, the polymer layer would be sandwiched in between the two 
macromolecular layers instantly claimed since Otsuka teaches the macromolecular layer must be 
in contact and adjacent to the polymer layer (see column 2, lines 5-10). Therefore, if a skilled 
artisan utilized two macromolecular layers, the instant sandwich type configuration, wherein the 
polymer layer is in the middle, would be required to satisfy Otsuka 5 s criteria that the 
macromolecular layer must be in contact with the polymer layer. Thus, the sandwich type 
configuration would enable both macromolecular layers to be in contact and adjacent to the 
polymer layer. Further, the claims recite that the temperature of the third layer (Tg3) may be the 
same or different than Tgl, an additional macromolecular layer with an identical Tg of the first 
macromolecular layer would still read on the claims. 

Patnode et al teach a blended pressure-sensitive adhesive which is formed from at least 
two polymeric materials with at least one is a pressure sensitive adhesive. Patnode teaches the 
transdermal art provides for several types of matrices and all devices basically contain a drug 
formulation, an adhesive to maintain contact with the patient's skin, a release liner to protect the 
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device in storage, and a backing. See column 12, lines 60-66. Patnode teaches a embodiment 
wherein a multilamihate device contains a backing, an adhesive layer which contains the drug 
and excipients, a membrane that controls the rate at which the drug is diffused to the skin, a 
second adhesive layer, and a release layer. See column 13, lines 20-30 and Figure 15. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to combine the teachings of Otsuka et al and Patnode and utilize a third pressure 
sensitive layer. Patnode teaches a multilaminate device containing a backing, a pressure sensitive 
adhesive layer which contains the drug and excipients, a membrane that controls the rate at 
which the drug is diffused to the skin, a second pressure sensitive adhesive layer, and a release 
layer. Therefore one would have been motivated to look to Patnode et al who teach a 
multilaminate transdermal device to construct Otsuka' s suggested device of at least two 
macromolecular pressure sensitive layers. 

Response to Arguments 

Applicant argues that Otsuka does not disclose an arrangement as set forth in the instant 
claims. Applicant argues that Otsuka does not teach sandwiching the polymer-containing layer 
having a high Tg (Tg2) in between Tgl and Tg3. Applicant argues that Patnode does not make 
up for the deficiencies of Otsuka. 

Applicant's arguments filed 7/1/05 have been fully considered but they are not 
persuasive. As discussed in the above rejection, the examiner points out that by following 
Otsuka' s suggestion and criteria that the macromolecular layer must be in contact with the 
polymer layer, a skilled artisan would arrive at the instant invention. Firstly, Otsuka teaches "at 
least one macro-molecular substance layer" which is a clear suggestion that more than one 
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macromolecular layer may be used. However, Otsuka teaches the macromolecular layer and 
polymer layer must be in contact to each other which is a critical feature for the device to work. 
See column 2, lines 1-10. Therefore, if a skilled artisan utilized two macromolecular layers as 
suggested by Otsuka, the only configuration that would work is sandwiching the polymer layer 
between the two macromolecular layers which enables both macromolecular layers to be in 
contact and adjacent to the polymer layer. 

Patnode teaches a multi-laminate device comprising a backing, a pressure sensitive 
adhesive layer containing a drug, a membrane layer that controls the rate at which the drug is 
diffused to the skin (sandwiched between the two adhesive layers), a second pressure sensitive 
adhesive layer, and a release layer. Therefore, a skilled artisan would look to Patnode to make 
Otsuka' s suggested device since Patnode' s two pressure sensitive adhesive layer correspond to 
Otsuka's pressure sensitive macromolecular layer and Patnode's membrane layer corresponds to 
Otsuka' s polymer layer. 

Claims 33-43 are rejected under 35 U.S.C. 103(a) as being unpatentable over Otsuka 
et al (5,151,271) by itself or in view of Chien et al (5023084). 

Otsuka et al teaches a pressure sensitive adhering composite medicinal preparation to 
provide drug supply to the skin. The composite comprises at least two layers, namely at least 
one pressure-adhering macromolecular layer substance layer and polymer layer adjacent to the 
macromolecular substance layer. See abstract and column 2, lines 1-10. 

The polymer layer contains a polymer or copolymer that has a glass transition 
temperature (Tg) of not lower than -50 degrees Celsius, preferably -45 to +45. See column 2, 
lines 20-25. This allows an increased degree of diffusion therein of the drug and adjuvant but 
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also does not deteriorate the physical strength of the device. The polymer layer may be made of 
methacrylate polymers. See column 2, lines 55-65. 

The macromolecular layer functions to secure the preparation to the skin, be compatible 
with the drug and adjuvant, and allow release of the drug. This layer has pressure sensitive 
polymers with a Tg of -70 to -10 degrees Celsius. This temperature allows increased shape 
holding property, does not cause skin irritation, and does not leave a residue when peeled off. 
See column 3, lines 1-25. The macromolecular layer is made of various monomers including 
methacrylic acid esters. Further, the macromolecular layer contains the drug and adjuvant. 

The examples teach the use of two layers with different glass transition temperatures. For 
instance, example 1 teaches the macromolecular layer containing a drug with a Tg of -55 
degrees C and the polymer layer with a Tg of -13 degrees C. The macromolecular layer is coated 
onto a release liner. The polymer layer is coated onto a polyester film. Note the polyester layer 
reads on the protective layer. Then the polymer film is pressed onto the macromolecular layer. 
Lastly, Otsuka teaches the use of various percutaneous drugs and the combination of two or 
more. See column 5, lines 15-51. 

Although Otsuka suggests more than two polymer layers, the reference does not 
exemplify the third layer. 

However, firstly it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to look to the guidance of Otsuka and incorporate a third polymer 
containing layer. One would have been motivated to do so since Otsuka teaches that the 
composite should contain at least two layers and in particular at least one macromolecular layer; 
thus suggesting the incorporation of more than one macromolecular layer. Therefore, if a skilled 
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artisan followed the suggestion provided by Otsuka and utilized two macromolecular layers, a 
skilled artisan would arrive at the instant invention wherein the invention would have a 
macromolecular layer corresponding to Tgl, a polymer layer corresponding to Tg2, and the 
second macromolecular layer corresponding to Tg3. Additionally, it should be noted that 
polymer layer (Tg2) has a higher temperature than the macromolecular layer as taught by 
Otsuka. Furthermore, the polymer layer would be sandwiched in between the two 
macromolecular layers instantly claimed since Otsuka teaches the macromolecular layer must be 
in contact and adjacent to the polymer layer (see column 2, lines 5-10). Therefore, if a skilled 
artisan utilized two macromolecular layers, the instant sandwich type configuration, wherein the 
polymer layer is in the middle, would be required to satisfy Otsuka' s criteria that the 
macromolecular layer must be in contact with the polymer layer. Thus, the sandwich type 
configuration would enable both macromolecular layers to be in contact and adjacent to the 
polymer layer. Further, the claims recite that the temperature of the third layer (Tg3) may be the 
same or different than Tgl, an additional macromolecular layer with an identical Tg of the first 
macromolecular layer would still read on the claims. 

Chien et al disclose a transdermal system that provides a combination of drugs (estrogen 
and progestin) in a unit dosage. Example 8 teaches the transdermal contains a first adhesive layer 
that contains the estrogen and a pressure sensitive adhesive, a separating layer containing 
polyisobutylene polymer, and a third adhesive layer that contains the progesten and a pressure 
sensitive adhesive. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to look to the guidance of Otsuka et al and Chien et al and incorporate a third 
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macromolecular pressure sensitive drug containing layer. One would have been motivated to do 
so since Otsuka teaches that the composite should contain at least two layers and teaches at least 
one macromolecular layer (which is an implicit teaching of more than one macromolecular 
layer); therefore suggesting the incorporation of more than one pressure sensitive 
macromolecular layer. Further, Chien teaches a multilaminate device containing a first adhesive 
layer with a first drug which correlates to Otsuka' s macromolecular layer, a separating layer 
which correlates to Otsuka' s polymer layer, and another adhesive layer containing a second drug, 
which correlates to Otsuka' s suggested second macromolecular layer. Therefore, if one desired 
to utilize different drugs for combination therapy as known in the prior art, one would have been 
motivated to utilize another pressure sensitive adhesive macromolecular layer, which has a lower 
glass temperature than the polymer layer. 

Response to Arguments 
Applicant argues that Otsuka does not disclose an arrangement as set forth in the instant 
claims. Applicant argues that Otsuka does not teach sandwiching the polymer-containing layer 
having a high Tg (Tg2) in between Tgl and Tg3. Applicant argues that Chien teaches a Tg2 
temperature that is lower than Tgl and Tg2 and thus one would not have been motivated to look 
to Chien. 

Applicant's arguments filed 7/1/05 have been fully considered but they are not 
persuasive. As discussed in the above rejection, the examiner points out that by following 
Otsuka' s suggestion and criteria that the macromolecular layer must be in contact with the 
polymer layer, a skilled artisan would arrive at the instant invention. Firstly, Otsuka teaches "at 
least one macro-molecular substance layer" which is a clear suggestion that more than one 
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macromolecular layer may be used. However, Otsuka teaches the macromolecular layer and 
polymer layer must be in contact to each other which is a critical feature for the device to work. 
See column 2, lines 1-10. Therefore, if a skilled artisan utilized two macromolecular layers as 
suggested by Otsuka, the only configuration that would work is sandwiching the polymer layer 
between the two macromolecular layers which enables both macromolecular layers to be in 
contact and adjacent to the polymer layer. 

With regard to Chien, the examiner relies on Chien to further provide the motivation to 
utilize two macromolecular layers as suggested by Otsuka and not the glass temperatures of each 
layer since Otsuka is not deficient in this sense. Chien provides the motivation to follow 
Otsuka' s suggestion of using more than one pressure sensitive adhesive macromolecular layer. 
Therefore, if a skilled artisan desired to provide combination therapy wherein one device 
contained two different drugs, one would have been motivated to use two pressure sensitive 
macromolecular layers wherein each respective layer would comprise a different drug. 

Conclusion 

None of the claims are allowed at this time. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
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will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharmila S. Gollamudi whose telephone number is 571-272- 
0614. The examiner can normally be reached on M-F (8:00-5:30), alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on 571-272-0887. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Examiner 
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